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Mining and analysis of adverse events signals for selinexor based on FAERS
database
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Department of Pharmacy, Affiliated Sinopharm Dongfeng Hospital, Hubei University of Medicine, Shiyan 442000, China

Abstract: Objective To mine the signals of adverse drug events (ADE) for selinexor based on the FAERS database, and to provide a
reference for safe use of drugs in clinical. Methods The reported odds ratio (ROR) and proportional reported ratio (PRR) methods
were used to mine selinexor adverse event reports between the second quarter of 2019 and the third quarter of 2023, and the mined
signals were classified and statistically analyzed using the Medical Dictionary of Regulatory Activities (MedDRA) preferred system
organ classification (SOC) and preferred termy (PT). Results A total of 4 991 adverse event reports involving 19 868 PTs with
selinexor as the first suspected drug were retrieved. After computational screening, 118 selinexor ADE signals were obtained, involving
16 SOCs. Selinexor ADE signals were basically consistent with the known relevant safety information, and the adverse events were
mainly focused on gastrointestinal system diseases, systemic diseases and various reactions at the drug administration site, various
types of examinations, metabolic and nutritional diseases. In addition, 53 ADE signals not included in the drug specification were
detected, such as constipation, fall, drowsiness, and abnormal renal function. Conclusion FAERS-based big data can provide a
comprehensive and in-depth analysis of post-marketing adverse reactions of drugs, suggesting that the clinic should pay close attention
to the gastrointestinal toxicity, hematological toxicity and risks not mentioned in the instruction manual of selinexor at the early stage
of treatment, and take preventive measures so as to ensure the safety of clinical use.

Key words: selinexor; adverse drug reactions; reporting odds ratio; proportional reporting ratio; gastrointestinal diseases; systemic
disease; constipation; falling; drowsiness
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Table 1 Fourfold table of disproportionality
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Table 2 Formula and threshold value of ROR and PRR
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Table 3 Basic information on ADE reports related to selinexor
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Table 4 ADE signal and SOC of selinexor
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Fig. 1 Constituent ratio of selinexor involving systemic ADE
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Table 5 Top 20 PT of selinexor ADE frequency and signal strength
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a: ADE that is not mentioned in drug labels
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